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Device
Trade Name: Nox T3
Common Name: Sleep Recorder
.Classification Name: Ventilatory Effort Recorder
Regulation Number: 868.2375
Product Code: MNR
Device Class: Class II
Classification Panel: Anesthesiology

Predicate Devices
Embla N7000 from Medcare Flaga
Product Code: MNR
510(k) Number: K024322

Compass M10 from Medcare Flaga
Product Code: MNR
510(k) Number: K041724

4100 Patient Oximeter Module from Nonin Medical Inc.
Product Code: DQA
510(k) Number: K043359
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Device Description

The Nox T3 is an ambulatory recording system. It includes a recording device, respiratory
effort sensors, clip straps, filter tube connector and an USB cable for data download and the
Nox T3 application (Noxturnal).

The Nox T3 device is a pocket size battery powered digital recorder that incorporates
electronics to record and store up to three nights of physiological parameters. The Nox T3
device is worn on the patient's chest by snapping it to the thoracic respiratory effort sensor
belt and securing its position with the clip straps. It has a display for status indication, signal
integrity and preliminary results, and buttons for control.

The Nox T3 device records signals from five external sensors and three built-in sensors. The
external sensors that can be used with the device are abdominal and thoracic respiratory
effort sensors, oximeter (via wireless transmission), and two leads of the following: ECG,
EMG, EEG or EOG. The built-in sensors include a pressure transducer allowing either
recording of nasal pressure (via nasal cannula) or mask pressure and measuring of snoring, a
three dimensional acceleration sensor for measure of patient's position and activity, and a
microphone for true audio recording capabilities.

The Nox T3 device includes a class II Bluetooth transmitter/receiver to allow for wireless
transmission of data from Nonin's Model 4100 Patient Oximeter Module.

The Nox T3 application (Noxturnal) is used to configure the device for recording, and
downloading, viewing and analyzing of recorded data on a PC.

Intended Use

The Nox T3 device is intended for ambulatory recording of physiological signals during sleep.
The recorded signals are then downloaded to a PC where the signals can be viewed and
analyzed by use of the Nox T3 application (Noxturnal). The Nox T3 system is indicated for
use in patients greater than 2 years of age.

The Nox T3 system is NOT intended for any patient monitoring or automatic diagnosis.

The intended environments are hospitals, institutions, sleep centers, sleep clinics, or other
test environments, including patient's home.

The Nox T3 system is used for patients suspected of suffering from Sleep Disordered
Breathing (SDB) or Periodic Limb Movement Disorder (PLMD).

Technological Characteristics

The comparison table below is provided as a summary of the most relevant characteristics of
the Nox T3 system relative to the predicate devices. The comparison table demonstrates
that the Nox T3 system has no significant differences from the predicate devices for the
intended use that would adversely affect product safety and effectiveness.
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Performance Testing Summary

The Nox T3 system has been tested and verified in various phases to include internal testing,
verification and validation as well as external testing to assure product safety, effectiveness
and reliability.

The design was verified and validated throughout the design process according to
requirement specifications and intended use. Risk analysis was performed according to ISO
14971:2007, appropriate measures were implemented and their effectiveness verified and
validated.

External test house was used to conduct testing needed to comply with applicable standards
regarding EMC and patient safety as well as additional RF testing to assure compliance to
FCC regulations and requirements for R&TTE (The Radio and Telecommunications Terminal
Equipment Directive) approval.

The general process from configuration of device to reading out the results and generating
report was validated by having untrained person perform this actions. The results
demonstrates that the Nox T3 system has meet its objective of being easy to operate, the
Noxturnal interface guides the user appropriately, minimizing the likelihood of errors and
lapses, and the design of the Nox T3 components and user instruction allows the hook-up to
be performed by untrained people.

Performance Data

The signals recorded with the Nox T3 system were compared to signals recorded with the
predicate device Embla N7000. The result demonstrates the reliability and usability of all
signals recorded with the Nox T3 system.

Analysis comparison was performed to validate the quality of the automatic scoring
performed by the Noxturnal application compared to manual scoring of full PSG data. The
validation study focused on the comparison of the Apnea Hypopnea Index (AHI) values and
the Oxygen Desaturation Index (ODI) values. The recordings used consisted of 1057 Embla
N7000 recordings which had all gone through the process of being manually scored by Sleep
Technicians with RPSGT certification, and then reviewed by a Physician.

The analysis comparison result demonstrates that the Noxturnal application scores AHI and
ODI events in a substantially equivalent manner to the manual scoring on full PSG recordings
obtained using Embla N7000 recorders.

Conclusion

Verification testing, validation, risk analysis, technological characteristic and performance
data comparisons have been performed for the Nox T3 system. The results of this testing
and comparisons do not raise new questions of safety and effectiveness and demonstrate the
same effectiveness and safety as that of the predicates Compass Mb0, Embla N7000 and
Model 4100 Patient Oximeter Module.

The Nox T3 system is therefore substantial equivalent to the predicates Compass M10 from
Medicare Flaga (K041724) and Embla N7000 from Medcare Flaga (K024322).

The wireless function of the Nox T3 system is therefore substantial equivalent to that of the
predicate Model 4100 Patient Oximeter Module from Nonin Medical (K043359).
51 0(k) Summary Section 5 -Page 8of 8



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

NOV 7 2008
Ms. Kolbrun E. Ottosdottir
Quality Manager
Nox Medical
Impra Keldnaholti
IS 112 Reykjavik
ICELAND

Re: K082113
Trade/Device Name: Nox T3
Regulation Number: 21 CFR 868.2375
Regulation Name: Breathing Frequency Monitor
Regulatory Class: II
Product Code: MNR
Dated: October 20, 2008
Received: October 23, 2008

Dear Ms. Ottosdottir:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.



Page 2 - Ms. Ottosdottir

Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050. This letter will allow you to begin marketing your device as described
in your Section 510(k) premarket notification. The FDA finding of substantial equivalence
of your device to a legally marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Center for Devices and Radiological Health's (CDRH's) Office of
Compliance at (240) 276-0115. Also, please note the regulation entitled, "Misbranding by
reference to premarket notification" (21CFR Part 807.97). For questions regarding
postmarket surveillance, please contact CDRH's Office of Surveillance and Biometric's
(OSB's) Division of Postmarket Surveillance at 240-276-3474. For questions regarding the
reporting of device adverse events (Medical Device Reporting (MDR)), please contact the
Division of Surveillance Systems at 240-276-3464. You may obtain other general
information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800)
638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrhlindustry/support/index.html.

Sincerely yours,

Chiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indication for Use

510(k) Number (if known): ~ C_~~\V'~

Device Name: Nox T3

Indications For Use:

The Nox T3 device is intended for ambulatory recording of physiological signals during
sleep. The recorded signals are then downloaded to a PC where the signals can be
viewed and analyzed by use of the Nox T3 application (Noxturnal). The Nox T3 system
is indicated for use in patients greater than 2 years of age.

The Nox T3 system is NOT intended for any patient monitoring or automatic diagnosis.

The intended environments are hospitals, institutions, sleep centers, sleep clinics, or
other test environments, including patient's home.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division Sign-Off)
Jivision of Anesthesiology, General Hospital
infection Control, Dental Devices
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